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input requirements. The results of the
design verification, including identi-
fication of the design, method(s), the
date, and the individual(s) performing
the verification, shall be documented
in the DHF.

(g) Design validation. Each manufac-
turer shall establish and maintain pro-
cedures for validating the device de-
sign. Design validation shall be per-
formed under defined operating condi-
tions on initial production units, lots,
or batches, or their equivalents. Design
validation shall ensure that devices
conform to defined user needs and in-
tended uses and shall include testing of
production units under actual or simu-
lated use conditions. Design validation
shall include software validation and
risk analysis, where appropriate. The
results of the design validation, includ-
ing identification of the design, meth-
od(s), the date, and the individual(s)
performing the validation, shall be doc-
umented in the DHF.

(h) Design transfer. Each manufac-
turer shall establish and maintain pro-
cedures to ensure that the device de-
sign is correctly translated into pro-
duction specifications.

(i) Design changes. Each manufac-
turer shall establish and maintain pro-
cedures for the identification, docu-
mentation, validation or where appro-
priate verification, review, and ap-
proval of design changes before their
implementation.

(j) Design history file. Each manufac-
turer shall establish and maintain a
DHF for each type of device. The DHF
shall contain or reference the records
necessary to demonstrate that the de-
sign was developed in accordance with
the approved design plan and the re-
quirements of this part.

Subpart D—Document Controls

§820.40 Document controls.

Each manufacturer shall establish
and maintain procedures to control all
documents that are required by this
part. The procedures shall provide for
the following:

(a) Document approval and distribu-
tion. Each manufacturer shall des-
ignate an individual(s) to review for
adequacy and approve prior to issuance
all documents established to meet the

§820.50

requirements of this part. The ap-
proval, including the date and signa-
ture of the individual(s) approving the
document, shall be documented. Docu-
ments established to meet the require-
ments of this part shall be available at
all locations for which they are des-
ignated, used, or otherwise necessary,
and all obsolete documents shall be
promptly removed from all points of
use or otherwise prevented from unin-
tended use.

(b) Document changes. Changes to doc-
uments shall be reviewed and approved
by an individual(s) in the same func-
tion or organization that performed
the original review and approval, un-
less specifically designated otherwise.
Approved changes shall be commu-
nicated to the appropriate personnel in
a timely manner. Each manufacturer
shall maintain records of changes to
documents. Change records shall in-
clude a description of the change, iden-
tification of the affected documents,
the signature of the approving indi-
vidual(s), the approval date, and when
the change becomes effective.

Subpart E—Purchasing Controls

§820.50 Purchasing controls.

Each manufacturer shall establish
and maintain procedures to ensure that
all purchased or otherwise received
product and services conform to speci-
fied requirements.

(a) Evaluation of suppliers, contractors,
and consultants. Each manufacturer
shall establish and maintain the re-
quirements, including quality require-
ments, that must be met by suppliers,
contractors, and consultants. Each
manufacturer shall:

(1) Evaluate and select potential sup-
pliers, contractors, and consultants on
the basis of their ability to meet speci-
fied requirements, including quality re-
quirements. The evaluation shall be
documented.

(2) Define the type and extent of con-
trol to be exercised over the product,
services, suppliers, contractors, and
consultants, based on the evaluation
results.

(3) Establish and maintain records of
acceptable suppliers, contractors, and
consultants.
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